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Applicant's arguments filed May 7, 2004 have been fully considered but they are not 
persuasive. The amendment has been entered. Pending claims are 128 and 145. 

35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of 
matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to the 
conditions and requirements of this title. 

Claims 128 and 145 remain rejected under 35 U.S.C. 101 because the claimed 
invention is directed to non-statutory subject matter. Claims 128 and 145, as written, do 
not sufficiently distinguish over nonhuman mammals, as they exist naturally because the 
claims do not particularly point out any non-naturally occurring differences between the 
claimed products and the naturally occurring products. Thus, the claims lack evidence of the 
hand-of-man. In the absence of the hand of man, the naturally occurring products are 
considered non-statutory subject matter. See Diamond v. Chakrabarty, 447 U.S. 303, 206 
USPQ 193 (1980). See MPEP 2105. 

In particular, the claims are drawn to cloned nonhuman mammals produced by 
somatic cell nuclear transfer. However, the cloned mammals are not described, nor claimed, 
as having a new phenotype that would distinguish them from any previously existing or 
presently existing mammal of the same species. 

Applicant argues that the claims are directed to an adult mammal and its "clone." A 
clone, applicant continues, requires asexual reproduction, and refers to American Heritage 
College Dictionary (third ed.). Applicant argues that nature does not make clones because 
mammals do not reproduce asexually in nature. Applicant argues that clones clearly have 
the hand of man because of the asexual reproduction aspect. These arguments are not 
persuasive. 

The mammals claimed, while admittedly produced by new method, and that the 
method is asexual, the methods do not alter the mammals from its brethren in the wild or in 
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commerce. There is nothing different about the mammals that provide it with any distinctive 
quality, characteristic or use over those mammals produced sexually. A comparison would 
be the production of a calf by embryonic cell nuclear transfer. A calf so produced, as an 
example, has been produced by the hand of man but nothing about the calf is distinctive 
over other calves. A calf produced by ECNT would also be considered nonstatutory. This 
would be true even though the calf would not have a genotype of a prior existing bovine, as 
do the claimed clones. However, the fact that clones have the genotype of a prior existing 
bovine adds to the nonstatutory arguments. The claimed clones, as applicant argues later in 
their response, are replicas of a known mammal. If the mammals are copies of a previously 
known mammal that would have been considered nonstatutory, then the copy, the clone, of 
the mammal cannot be considered statutory. With the presently claimed clones, the 
ingenuity is with the method, and not the product. 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art 
to which it pertains, or with which it is most nearly connected, to make and use the same and shall set 
forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 128 and 145 are rejected under 35 U.S.C. 112, first paragraph, because the 
specification, while being enabling for a nonprimate mammalian clone and a nonembryonic, 
nonprimate mammalian clone, does not reasonably provide enablement for nonhuman 
mammalian clones or nonembryonic, nonhuman mammalian clones. The specification does 
not enable any person skilled in the art to which it pertains, or with which it is most nearly 
connected, to make and use the invention commensurate in scope with these claims. 

At the time of filing, the skilled artisan would have regarded the cloned primates as 
unpredictable. 
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Pennisi cites several scientists working in the area of mammalian cloning who point 
to a lack of general and reproducible success, thus, emphasizing the lack of predictability at 
the time of filing. Robert Wall of the USDA is quoted as stating that despite years of effort, 
"[w]e're in the same bind that we've always been in. A majority of [would be clones] do not 
make it to term." (Pennisi and Vogel (2000), page 1722, col. 1, parag. 2, lines 9-14). 
Pennisi and Vogel state that "even when an embryo does successfully implant in the womb, 
pregnancies often end in miscarriages 11 (Pennisi and Vogel (2000), page 1722, col. 1, parag. 
3, lines 16-18). As the authors state, establishing pregnancies is only part of the problem 
and is not a guarantee of a cloned mammal being produced (Pennisi and Vogel (2000), page 
1726, col. 2, lines 9-11). Thus, at the time of filing, there appears to be such 
unpredictability that only the cloning of nonprimate mammals was predictable. With 
particular regards to primates two cloned monkeys were produced, but there have been no 
subsequent successes in primate cloning (Pennisi and Vogel (2000), page 1726, col. 2, line 
6 to col. 3, line 3). In this regard, is a post-filing report in 2002 that the cloning of 
monkeys, a primate, by nuclear transfer had been successful when embryonic cells were the 
nuclear donor, not when somatic cells were used as nuclear donor (Mitalipov, abstract). 
Fourteen somatic cell NT embryos were transferred to 3 recipients (Mitalipov, page 1371, 
col. 1, parag. 1, lines 5-7). Mitalipov states that nuclear reprogramming is a limiting 
parameter in monkey somatic cell cloning (page 1371, col. 1, parag. 2, lines 13-25). 
Mitalipov further states, clearly, that somatic cell cloning has not been accomplished in 
primates (Mitalipov, page 1367, col. 2, parag, 3, lines 1-3). Thus, the art at the time of 
filing clearly indicates that full breadth of the claimed invention was not enabled. Thus, the 
skilled artisan would have needed to conduct an undue amount of experimentation without 
a predictable degree of success to implement the claimed invention for its entire breadth. 
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Claim 128 is and claim 145 remains rejected under 35 U.S.C. 112, first paragraph, 
as failing to comply with the written description requirement. The claim(s) contains subject 
matter, which was not described in the specification in such a way as to reasonably convey 
to one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. 

Claim 128 is to a nonhuman, adult mammal from which a somatic donor cell has 
been taken and clone of the adult mammal produced from the cell, where the clone is made 
by nuclear transfer methodology. Claim 145 is to a pair of non-human mammals comprising 
an adult, parental nonhuman mammal and its live offspring clone. 

The subject matter of claims 128 and 145 lack written description as the specification 
never contemplates the nonhuman, adult mammal and its clone together nor does the 
specification contemplate a pair of non-human mammals comprising an adult, parental 
nonhuman mammal. The specification discloses nonhuman mammals as nuclear donors and 
nonhuman mammals as the clone of the donor, and contemplates them singularly. 
However, the specification never contemplates them either together or as a pair. There is no 
contemplation for the donor mammal to be living or that the cell is taken from the living 
donor for direct use in cloning (specification, page 7). The specification states that the donor 
cells can be, but don't have to be, cultured cells. This vague description does not provide 
support for cells taken directly from the donor mammal and inserted directly into the 
recipient enucleated oocyte. The specification also states that the donor cell can be an adult 
somatic cell, but there is no contemplation for an adult mammal that is the donor 
(specification, page 7, lines 16-20). The disclosure of an adult somatic cell as the donor cell 
is not seen as providing figurative support or literal support for "adult mammal." There is no 
support found for the term "parental." 
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To meet written description, the claimed invention must have been described in the 
specification as filed. Vas-Cath Inc. v. Mahurkar, 19USPQ2d 1111, clearly states that 
"applicant must convey with reasonable clarity to those skilled in the art that, as of the filing 
date sought, he or she was in possession of the invention. The invention is, for purposes of 
the 'written description' inquiry, whatever is now claimed." (See page 1117.) The 
specification does not "clearly allow persons of ordinary skill in the art to recognize that [he 
or she] invented what is claimed." (See Vas-Cath at page 1116). 

Applicant should point to page and line number where support for claims 128 and 
145 can be found. 

With regard to claim 145, applicant argues the specification need not disclose the 
invention in identical words, but that they only need to allow the skilled artisan to recognize 
that applicant's invented what is claimed. Applicant argues that "clone" implies that a 
mammal is a copy of some other mammal, the donor, and thus the term conveys the 
concept of a pair of animals, the donor and the clone. Applicant argues that this concept 
exists when the clone is born and that the skilled artisan would recognize this. Applicant 
argues that the disclosure of a clone and its parental (donor) mammal, together with the 
fundamental relationship between them, is sufficient to convey possession of claims 145 at 
the time of filing. These arguments are not persuasive. 

While figurative support can supply support for terminology in amendments to 
claims, in the present case, such figurative support cannot be found. There are not any 
instances in the specification where contemplation of the parent and clone are seen 
together. While the donor is contemplated and the clone is contemplated, there is not any 
contemplation of the together. The skilled artisan would recognize possession of each 
separately at the time of filing, but there is no evidence to support the skilled artisan 
recognizing them together. 
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The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming 
the subject matter which the applicant regards as his invention. 

Claims 145 are rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

Claim 145 contains the term "adult, " but the specification does not clearly define the 
term. Does this refer to any term animal, an animal that has reached sexual maturity or 
some other post-birth stage of life. 

Claim 145 also contains the term "parental." However, the specification does not 
define "parental." In instances of nuclear transfer, the parent could be either the donor or 
the surrogate mother. This confusion is noteworthy as the surrogate mother supplies 
functions of parents: birthing, feeding, grooming and teaching. 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form 
the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claim 145 is rejected under 35 U.S.C. 102(b) as being clearly anticipated by Sims et 
al. (1993) Proceed. Natl. Acad. Sci. 90, 6143-6147. 

Sims teaches a parental heifer and her live offspring clone (page 6146, col. 1, parag. 
2, lines 6-11). The heifer gave birth to a clone of a bovine embryo. Thus, the clone is her 
offspring. Sims meets each limitation of the claim. Therefore, Sims clearly anticipates the 
claimed invention. 
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Applicant should note that claim 145 does not require that the clone be a clone of 
the parent. 

Claims 128 and 145 are rejected under 35 U.S.C. 102(b) as being clearly anticipated 
by Seike et al. (1991) J. Vet. Med. Sci. 53, pp. 37-42. 

Seike teaches the production of calves by demi embryos. The demi-embryos were 
split. One demi-embryo was transferred to a surrogate mother for development into a calf. 
The second demi-embryo was frozen for 43 days, thawed and transferred to a heifer for 
development into a calf. The result was identical twin calves 79 days apart in age. See page 
38, col. 2, parag. 1 to page 39, col. 2, line 12, and table 3. As the calves of Seike produced 
from demi-embryos could not be distinguished from the donor and clone or parent and 
clone presently claimed, respectively in claims 128 and 145. Thus, Seike clearly anticipates 
the claimed invention. 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth 
in section 102 of this title, if the differences between the subject matter sought to be patented and the 
prior art are such that the subject matter as a whole would have been obvious at the time the invention 
was made to a person having ordinary skill in the art to which said subject matter pertains. Patentability 
shall not be negatived by the manner in which the invention was made. 

Claims 128 and 145 are rejected under 35 U.S.C. 102(b) as anticipated by or, in the 
alternative, under 35 U.S.C. 103(a) as obvious over Morris et al (1993) J. Reproduc. Fertil. 
97, 255-261. 

Morris teaches a heifer that gave birth to twin calves (page 259, col. 1, parag. 1). 
Thus, the heifer and either of the twin calves anticipate, respectively, the nonhuman adult 
mammal from, which a somatic cell has been taken and clone of the adult mammal (claim 
128). Additionally, the heifer and either of the twin calves anticipate a pair of nonhuman 
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mammals comprising an adult, parental nonhuman mammal and its offspring produced by 
cloning (claim 145). 

In the alternative the heifer and twin calves taught by Morris render the claimed 
nonhuman adult mammal and its clone (claim 128) and the claimed pair of nonhuman 
mammals (claim 145) obvious because there is no disclosed or discernable patentable 
distinction between Morris heifer and calves, and the mammals claimed. Applicant argues 
that claims 128 and 145 require a "clone" of the adult mammal. Applicant argues that the 
heifer was mated, and thus the offspring cannot possibly be a clone because half of the 
calf's chromosomes are from each parent. Applicant argues that because the claimed 
"clone" received all of its chromosomes from a single parent, the clone is distinguished from 
the calf of Morris. Applicant argues that the term "clone" serves as a structural limitation 
that distinguishes the claimed mammals from those of the prior art. Applicant argues that 
unlike the heifer and calves of Morris, the claimed clone has the same set of chromosomes 
as the claimed parental mammal. Applicant argues that having the same set of 
chromosomes is an unexpected property of applicant's claimed methods. These arguments 
are not persuasive. 

It is not clear what applicant means by the same set of chromosomes. Does 
applicant mean the same chromosomes that were in the donor, chromosomes that have 
identical nucleotide sequence, chromosomes that have the same karyotype or a group of 
chromosomes having the same number as the pre-existing mammal? Obviously, the clone 
cannot have the same identical set of chromosomes as found in the donor. The clone and 
the donor are unlikely to have the same identical nucleotide sequence because during DNA 
replication there more likely than not will be some nucleotide changes at least in the "junk" 
DNA regions or introns, if not some silent mutations in coding regions. Additionally, there is 
no evidence of record that the donor and clone of claims 128 and 145 have genomes that 
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are nucleotide sequence identical. The donor and clone will have the came karyotype or 
chromosomal number. It is noted that the donor and clone chromosomes comprised of 
genes encoding the same proteins. Thus, based on genome alone, the heifer and calves of 
Morris, and the claimed donor and clone or parent and clone, cannot be distinguished. 
Applicant has not pointed to any distinguishing feature such as a protein expression level, 
ear shape or other physical manifestation that would indicate a genotypic difference 
between the heifer and calves of Morris and the mammals of claims 128 and 145. If the 
bovines of Morris and bovines encompassed by claims 128 and 145 are side-by-side, there 
is no feature that would distinguish them either in a direct comparison or in an indirect 
comparison of features. 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Deborah Reynolds, SPE of AU 1632 whose telephone 
number 703-305-4051. The examiner can normally be reached on M-Th. 

The fax phone numbers for the organization where this application or proceeding is 
assigned are 703-308-4242 for regular communications and 703-308-4242 for After Final 
communications. 

Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to the receptionist whose telephone number is 703-308- 
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